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Period for Rep^ ^^^^^ ^^^^ ""^^^'^ communication appears on the cover shee t with the correspondencB address " 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTHfS) FROM 
THE MAILING DATE OF THIS COMMUNICATION 

■ ^^l^^::^^^^ .nnoeven,.owever..aya.p,v.etl.elv.ed 

status 

1 )S Responsive to communication(s) filed on 12/20/2002 . 
2a)n This action is FINAL. 2bM This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 C D 1 1 453 O G 213 

Disposition of Claims ' ^ i^. 

4) ^ Claim(s) M8 is/are pending in the application. 
4a) Of the above claim(s) 9,10 and 16-18 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-8 and 11-15 is/are rejected. 

7) 0 Clainn(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 
10)0 The drawing(s) filed on is/are: 3)0 accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1 )□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)nAII b)n Some*c)n None of: 

1 -□ Certified copies of the priority documents have been received. 
2.n Certified copies of the priority documents have been received in Application No 



3.n Copies of the certified copies of the priority documents have been received in this National Staqe 
application from the international Bureau (PCT Rule 1 7 2(a)) 
* See the attached detailed Office action for a list of the certified copies not received. 

14) S Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received 

15) 1^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 



1) |23 Notice of References Cited (PTO-892) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 3 



4) □ Interview Summary (PTO-413) Paper No(s). 

5) n Notice of Infonnal Patent Application (PTO-152) 

6) n Other: 
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PTO-326 (Rev. 04-01) 
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Part of Paper No. 7 
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Art Unit: 1653 

DETAILED ACTION 
Election/Restrictions 
Applicant's election with traverse of PNIA in Paper No. 6 is acknowledged. The 
traversal is on the ground(s) that a particular class of conotoxins will share a conserved cysteine 
framework, disulfide bridging pattern and conserved molecular target, and that there is no 
serious search burden. . This is not found persuasive because while it is agreed that that the a- 
conotoxins share a general 3 dimensional structure and share a similar cysteine framework and 
disulfide bridging pattern, there indeed is a serious search burden. The Examiner is of 
necessity limited to the search tools at hand. While the generic formula of SEQ ID NO: 1 has 
been searched, it is a burden to search for each specifically recited peptide . For search 
purposes, the Examiner does however, consider , a propeptide along with the mature protein, 
and, e.g., a modified amino acid (e.g., Pro,Trp) such as those recited in claims 12-15 to be the 
same as Trp. While a general word search and search of the subclass is performed, the Examiner 
disagrees with the Applicant's position, in that a search for the specific peptides must be made 
and that a computer search for more than a single specific peptide indeed constitutes a severe 
burden. The sequence databases are growing at an incredible rate, specific searches for each 
claimed sequences must be performed and the Examiner is not given unlimited search time and 
resources The search constitutes AT PRESENT a serious burden. The Examiner can only 
operate with the search tools currently available to her. The requirement is still deemed proper 
and is therefore made FINAL. 
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Claims 9-10 and 16-18 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement in Paper No. 6. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
apphcation. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Information Disclosure Statement 
The listing of references in the specification (pages23-25) is not a proper information 
disclosure statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may 
not be incorporated into the specification but must be submitted in a separate paper." Therefore, 
unless the references have been cited by the examiner on form PTO-892 or by Applicants on 
PTO-1449, they have not been considered. 

Claim Objections 

Claims 12-15 are objected to because of the following informaUties: they read upon non- 
elected subject matter. 

Appropriate correction is required. 
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Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

"^l t f ^ description of the invention, and of the manner and process of making 

and using ,t. '" such full clear, concse, and exact terms as to enable any person skilled in the art to whiTh h 
pertains or with which ,t ,s most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1- 8 and 1 1-14 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a-conotoxins in treatment of disorders associated with 
neuronal nicotinic receptor dysfimction, does not reasonably provide enablement for treatment of 
specific disorders with the conotoxin Pnia (SEQ ID NO:10) . The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly comiected, to 
practice the invention commensurate in scope with these claims. The specification disclosed that 
PnIA is specific for the aT.subunit of the nicotinic receptor. This receptor subunit does not 
appear to be uniformly distributed throughout the body. Mcintosh et al. (references A-C of 
PTO-892 ) teach, for example, that the conotoxin hni, which also is specific for the aV.subunit, 
has no effect on nicotine stimulated dopamine release (Example 5) Thus, one may reasonably 
conclude that any conotoxin which is specific for only the aV.subunit will have no effect on 
treatment for nicotine addiction, and fimhermore, will only be usefiil in treatment of disorders in 
which the . a7.subunit is present in a certain tissue type. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

s'iSeTttSe^lShllrr'r^^ T"" ""J "^'"^^ P'^'^"'^^'^ P^'"^'"^ di^«"<=tly claiming the 

suDject matter which the apphcant regards as his invention. 
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Claims 14 and 15 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. With respect to claim 14, it is unclear what is meant by 
"incorporated on the N-terminus". Does it mean that tyrosine now is the N-terminus, followed 
by glycine (aa 1 of SEQ ID NO: 10), or does it mean that the tyrosine is inserted between aal and 
aa2? 

It is unclear from claim 15 (and the claim from which it depends) how an added tyrosine 
as specified in claim 14 can be substituted by one or two tyrosines. If the tyrosine is replaced by 
iodine(s), then the claim does not further limit claim 14, as no tyrosine is present at the N- 
terminus. Did AppHcants perhaps intend to recite "labeled" or "modified" rather than 
"substituted"? 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

f^ti^'^^rATri^'f u''^ '" ^" application for patent, published under section 122(b), by another filed 
,n the United States before the invention by the applicant for patent or (2) a patent granted on an appl.cation for 
patent by another filed m the United States before the invention by the applicant fofpatent, excepuhat T 
international application filed under the treaty defined in section 351(a) shall have the effe;ts for purposTs of this 
^bsection of an apphcation filed in the United States only if the inteniational application desisted t^e Unit d 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1 and 6 are rejected under 35 U.S.C. 102(e) as being anticipated by Mchitosh et 
al. (US patent 5,780,433). The references teaches the use of the a- conotoxin Mil to treat 



. The reference is deemed anticipatory for the claimed subject matter because 
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the structure of Mil (GCCACPVCHLEHSNLC) fits the formula of SEQ ID NO: 1. Aspecies 
anticipates a genus. 

Claims 1 and 7 are rejected under 35 U.S.C. 102(e) as being anticipated by Mchitosh et 

al. (US patent 5929034). The references teaches the use of the a- conotoxin Mil to treat a mood 

disorder The reference is deemed anticipatory for the claimed subject matter because the 

structure of Mil (GCCACPVCHLEHSNLC) fits the formula of SEQ ID NO: 1. Aspecies 
anticipates a genus. 

Claims 1 and 7 are rejected under 35 U.S.C. 102(e) as being anticipated by Mchitosh et 

al. (US patent 5929034). The reference teaches the use of the a- conotoxin Mil to treat a mood 

disorder The reference is deemed anticipatory for the claimed subject matter because the 

structure of Mil (GCCACPVCHLEHSNLC) fits the formula of SEQ ID NO: 1. Aspecies 
anticipates a genus. 

Claims 1 and 7 are rejected under 35 U.S.C. 102(e) as being anticipated by Mcintosh et 
al. (US patent 5922679). The reference teaches the use of the a- conotoxin Mil to treat a 
psychosis, schizophrenia being specified. A person suffering fi-om a psychosis a priori has a 
mood disorder The reference is deemed anticipatory for the claimed subject matter because the 

structure of Mil (GCCACPVCHLEHSNLC) fits the formula of SEQ ID NO: 1. Aspecies 
anticipates a genus. 

The applied references have a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived fi-om the 
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inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed 

fn.l ' ^^^^ ^^^^^ ^^^2); In re Vogel, All F.2d 438, 164 USPQ 619 (CCPA 
1970);and, /« re Thorington. 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 1 and 6 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1-5 of U.S. Patent No. 5780433. Although 
the conflicting claims are not identical, they are not patentably distinct from each other because 
the treatment method of the patent is a species of instant generic claims 1 and 6. ). The claims 
of the reference are directed to the use of the a- conotoxin MH to treat nicotine addiction.; the 
sequence of MIX (GCCACPVCHLEHSNLC) fits the formula of SEQ ID NO: 1. A species 
anticipates a genus. 

Claims 1 and 7 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1-5 of U.S. Patent No. 4780433. Although 
the conflicting claims are not identical, they are not patentably distinct from each other because 
the treatment method of the patent is a species of instant generic claims 1 and 6. ). The claims 
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Pages 



of the reference are directed to the use of the a- conotoxin MH to treat a mood disorder; the 

sequence of Mil (GCCACPVCHLEHSNLC) fits the foraiula of SEQ ID N0:1. A species 
anticipates a genus. 

Claims 1 and 7 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-6 of U.S. Patent No. 5922679. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
treatment method of the patent is a species of instant generic claims 1 and 6. ). The claims of 
the reference are directed to the use of the a- conotoxin ME to treat a psychosis which a prior is 
a mood disorder; the sequence of Mil (GCCACPVCHLEHSNLC) fits the formula of SEQ ID 
N0:1. A species anticipates a genus. 

Conclusion 

No claims are allowed. A generic treatment of disorders regulated at neuronal nicotinic 
acetylcholine receptors comprising administration of the conotoxin PnIA is considered 
patentable subject matter. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gabriele E. BUGAISKY whose telephone number is (703)308- 
4201. The examiner can normally be reached on 8:15 AM- 2 PM, Tu & Th, 8:15 AM-1 :30 PM, 



We & Fr. 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher SF Low can be reached on (703) 308-2923. The fax phone numbers for 
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the organization where this application or proceeding is assigned are 703 308-4242 for regular 
communications and 703 308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 708 308-0196. 




Gabriele E. BUGAISKY 
Primary Examiner 
Art Unit 1653 



March 9, 2003 
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